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DETAILED ACTION 

Status of Claims 

1. This action is in reply to application 10/824130 filed on 04/13/2004. 

2. Claims 1-32 are currently pending and have been examined. 

Claim Rejections - 35 USC § 112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying out 
his invention. 

4. Claims 1-32 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
enablement requirement. The claims contain subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with which it 
is most nearly connected, to make and/or use the invention. 

5. The independent claims recite several steps: "activating" and "determining," but the claims and 
specification do not provide any particular structure or method by which to perform these steps. 

6. The claims describe the desired result of a function, for example: "....activate said authentication 
codes for pharmaceutical packages that are being sent to destination sites..." in claim 1. The 
claim itself does not define the structure or method of the function used to reach that result. The 
claimed limitation does not fall under 35 USC § 112 If 6 - "means for," which would allow the 
scope of the claim to be defined as the particular methods or structure enumerated in the 
specification. Further, one of ordinary skill in the art would not understand these limitations to 
imply any particular structure or method. Therefore, the claim is properly construed to 
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encompass any and all means for, for example, "....activate said authentication codes for 
pharmaceutical packages that are being sent to destination sites..." 

7. When a limitation encompasses any and all structures or acts for performing the recited function, 
including those which were not what the applicant had invented, the disclosure fails to provide a 
scope of enablement commensurate with the scope of the claim. See Ex parte Mivazaki , Appeal 
No. 2007-3300, p. 27 (BPAI, 2008) (referencing Halliburton Oil Well Cementing Co. v. Walker , 
329 US 1 (1946)). Because the disclosure does not enable every structure and act that 
reasonably falls within the claim's scope, the disclosure fails to provide an adequate scope of 
enablement as required by 35 USC 112, first paragraph. 

Claim Rejections - 35 USC §101 

8. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or 
composition of matter, or any new and useful improvement thereof, may obtain a patent therefor, 
subject to the conditions and requirements of this title. 

9. Claims 11-16 and 24-32 are rejected under 35 U.S.C. 101 because the claimed invention is 
directed to non-statutory subject matter. Claims 11-16 and 24-32 are directed to a method. 
However, the recited steps of the method are held to be non-statutory subject matter because 
they are (1) not tied to another statutory class (such as a particular apparatus) or (2) not 
transforming the underlying subject matter (such as an article or materials) to a different state or 
thing. 



Claim Rejections - 35 USC § 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all obviousness 
rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

11. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 (1966), 
that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness or 
nonobviousness. 

Examiner's Note: The Examiner has pointed out particular references contained in the prior art 
of record within the body of this action for the convenience of the Applicant. Although the 
specified citations are representative of the teachings in the art and are applied to the specific 
limitations within the individual claim, other passages and figures may apply. Applicant, in 
preparing the response, should consider fully the entire reference as potentially teaching all or 
part of the claimed invention, as well as the context of the passage as taught by the prior art or 
disclosed by the Examiner. 

12. Claims 1-17, 21, and 23-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Michael, et al. (US 2003/0088442 A1) in view of Cunningham (US 6,859,780 B1) in further view 
of Moore (US 6,456,729 B1). 

13. Claim 1: 

Michael, as shown, discloses the following limitation: 

• an activation computer configured to store authentication codes in a database and associate 
said authentication codes with pharmaceutical packages (see at least paragraphs 0022-0023 
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and 0076, i.e. automatic identification codes or barcodes are associated with drug samples 
and are stored in a main inventory database), 
Michael does not disclose the following limitation, but Cunningham as shown does: 

• wherein said activation computer is further configured to activate said authentication codes 
for pharmaceutical packages that are being sent to destination sites (see at least column 3, 
lines 10-34, i.e. pharmaceutical trial media is activated by the central computing station to 
validate that prescription will be available at pharmacy destination); 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the code activation technique of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 

The combination of Michael/Cunningham does not disclose the following limitation, but Moore as 
shown does: 

• an authentication computer configured to receive authentication codes that are read from 
pharmaceutical packages received at said destination sites and determine whether said 
authentication codes have been activated (see at least column 6, lines 8-36, i.e. a field reader 
identifies the codes on marked packages that have been shipped to a field destination and 
then validates the codes). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the code validation 
technique of Moore because it allows for, "...a system for controlling and enabling the marking 
and controlling the marking of goods, such as basic materials or articles of manufacture or 
packaged goods, with a unique mark, symbol, or pattern for subsequent detection to determine 
such information as the final point of distribution of authentic goods, the amount of unmarked 
goods in the market, i.e., counterfeit goods, the source of entry of the unmarked goods, the 
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authenticity of the goods, the product distribution channels for the goods, the durability and/or 
lifetime of the goods, and other information..." (Moore, column 1, lines 18-28). 

14. Claim 2: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said activation computer is 
configured to store additional information for said pharmaceutical packages in said database 
along with said activated authentication code (see at least paragraph 0078, i.e. barcodes issued 
from manufacturer's location and attached to each drug sample provide information relating to 
that sample such as product type, lot number, expiration date, etc). 

15. Claim 3: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of the authentication computer is 
configured to determine whether information received in connection with an authentication code 
corresponds to the additional information stored at said database (see at least paragraphs 0076- 
0080, i.e. barcodes that include additional information about a drug sample are read by scanner 
at destination and this information is validated by main inventory database during synchronization 
process). 

16. Claim 4: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said additional information 
includes at least one of: pharmaceutical package destination information, pharmaceutical type, 
pharmaceutical quantity, pharmaceutical dosage, or pharmaceutical manufacturer information 
(see at least paragraph 0078, i.e. barcodes issued from manufacturer's location and attached to 
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each drug sample provide information relating to that sample such as product type, lot number, 
expiration date, etc). 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of the authentication code is a 
machine readable code (see at least paragraph 0078, i.e. barcode can be read by barcode 
reader). 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Moore discloses the limitation of said authentication computer is 
configured to receive authentication codes from a code reader (see at least column 6, lines 8-36, 
i.e. host computer receives data from field reader). It would have been obvious to one of ordinary 
skill in the art at the time of the invention to combine the drug inventory management system of 
Michael/Cunningham with the code reader of Moore because it allows for, "...a system for 
controlling and enabling the marking and controlling the marking of goods, such as basic 
materials or articles of manufacture or packaged goods, with a unique mark, symbol, or pattern 
for subsequent detection to determine such information as the final point of distribution of 
authentic goods, the amount of unmarked goods in the market, i.e., counterfeit goods, the source 
of entry of the unmarked goods, the authenticity of the goods, the product distribution channels 
for the goods, the durability and/or lifetime of the goods, and other information..." (Moore, column 
1, lines 18-28). 



17. 



Claim 5: 



18. 



Claim 6: 



19. Claim 7: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham discloses the limitation of a server in communication 
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with said database, said activation computer, and said authentication computer, wherein said 
server transmits an activated authentication code to said authentication computer, and said 
authentication computer is configured to store the activated authentication code received from 
said server (see at least column 10, lines 27-49, i.e. prescriber terminal communicates 
identification codes to central computing station which stores these in its database). It would 
have been obvious to one of ordinary skill in the art at the time of the invention to combine the 
drug inventory management system of Michael with the code storage function of Cunningham 
because it allows for codes to be readily available to be verified when they are sent from the 
readers to the authentication computer which allows for more efficiency in tracking 
pharmaceutical products. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham discloses the limitation of said additional information 
comprises the intended destination of said pharmaceutical packages (see at least column 6, lines 
16-25, i.e. encoded information includes a pharmacy location identifier). It would have been 
obvious to one of ordinary skill in the art at the time of the invention to combine the drug inventory 
management system of Michael with the identification of the intended destination technique of 
Cunningham because it allows the authentication computer to determine if the product has 
reached its intended destination which makes the shipping process more secure. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of the intended destination 
includes intermediate and final destination information (see at least paragraph 0023, i.e. 
manufacturer ships drug samples to pharmaceutical representative who ships them to doctors 
and this is all tracked thru the automatic identification code that is marked on the samples). 



20. 



Claim 8: 



21. 



Claim 9: 
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22. Claim 10: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham discloses the limitation of said authentication 
computer is configured to notify said activation computer in response to determining that a 
received authentication code corresponding to a pharmaceutical package is not an activated 
authentication code (see at least column 10, lines 13-26, i.e. prescriber terminal determines that 
the product media is not valid and is therefore not activated). It would have been obvious to one 
of ordinary skill in the art at the time of the invention to combine the drug inventory management 
system of Michael with the non-activated code determination of Cunningham because it gives the 
authentication computer the opportunity to determine if drugs have been shipped inadvertently, to 
the wrong destination, or that there are counterfeit products in the supply chain thus creating a 
more secure overall pharmaceutical shipping environment. 

23. Claim 11: 

Michael, as shown, discloses the following limitations: 

• storing said authentication code and additional product distribution information to a database 
(see at least paragraph 0078, i.e. pharmaceutical sample barcode is read by reader and 
product information as well as information relating to the same is logged into local database); 

• reading the unique authentication code at said destination site (see at least paragraph 0078, 
i.e. barcode on sample is read by reader when shipped to pharmaceutical representative); 

• verifying the read authentication code and additional product distribution information with said 
database (see at least paragraphs 0076-0080, i.e. read barcodes and additional information 
are synchronized back to main inventory database to verify information); 

Michael does not disclose the following limitations, but Cunningham as shown does: 

• activating said unique authentication code to indicate that said pharmaceutical package is 
being sent to a destination site (see at least column 3, lines 10-34, i.e. pharmaceutical trial 
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media is activated by the central computing station to validate that prescription will be 
available at pharmacy destination); 

• notifying said system server whether said verification was successful (see at least column 10, 
lines 13-26, i.e. if product trial media is deemed authentic, then prescriber terminal displays 
that the product trial media is valid); 

• expiring said activated authentication code in response to a successful verification of said 
authentication code (see at least column 3, line 54 - column 4, line 3, i.e. product media are 
given a number of validations which expire once the validations are exhausted or the product 
media are unique for each pharmaceutical used and would expire with the prescription of 
each unique product). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the unique code system of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 

The combination of Michael/Cunningham does not disclose the following limitation, but Moore as 
shown does: 

• correlating a unique authentication code with a pharmaceutical product package and 
additional product distribution information (see at least column 1, lines 16-31, i.e. packaged 
goods are issued a unique mark to help determine such information as the final point of 
destination and other information); 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the unique 
authentication code of Moore because it allows for, "...a system for controlling and enabling the 
marking and controlling the marking of goods, such as basic materials or articles of manufacture 
or packaged goods, with a unique mark, symbol, or pattern for subsequent detection to determine 
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such information as the final point of distribution of authentic goods, the amount of unmarked 
goods in the market, i.e., counterfeit goods, the source of entry of the unmarked goods, the 
authenticity of the goods, the product distribution channels for the goods, the durability and/or 
lifetime of the goods, and other information..." (Moore, column 1, lines 18-28). 

24. Claim 12: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said additional product 
distribution information includes at least one of destination information for a pharmaceutical 
product, manufacturer information for said product, receiving location information, product type, or 
product quantity (see at least paragraph 0078, i.e. barcodes issued from manufacturer's location 
and attached to each drug sample provide information relating to that sample such as product 
type, lot number, expiration date, etc). 

25. Claim 13: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said additional product 
distribution information is stored in a computer at said destination site (see at least paragraph 
0078, i.e. barcodes that include additional information about a drug sample are read by scanner 
at destination and this information is stored logged into a local database). 

26. Claim 14: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said additional information is 
input by a user (see at least paragraphs 0078-0079, i.e. product's additional information can be 
manually input). 
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27. 



Claim 15: 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael, as shown, discloses the following limitation: 

• sending an authentication request, said authentication code read from said product 
packaging and said additional product distribution information to a system server (see at least 
paragraphs 0022-0023 and 0076-0080, i.e. barcode, including additional product information 
is scanned and stored in local destination database and then this information is sent to main 
inventory database), 

Michael does not disclose the following limitation, but Cunningham as shown does: 

• determining, in response to said authentication request, whether said authentication code 
read from said product packaging was an activated authentication code, and notifying said 
system server of the result of said determination (see at least column 10, lines 13-49, i.e. 
central computing station determines if product media is activated and notifies associated 
database that it is activated). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the activated code 
determination of Cunningham because it gives the authentication computer the opportunity to 
determine if drugs have been shipped inadvertently, to the wrong destination, or that there are 
counterfeit products in the supply chain thus creating a more secure overall supply chain. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Moore discloses the limitation of verifying the read authentication 
code and additional product distribution information with said database comprises sending 
encoded data to said database (see at least column 7, lines 14-41, i.e. encoded data including 
the final point of distribution and unique manufacturer identifier are applied to packages, scanned, 



28. 



Claim 16: 
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and compared to stored encoded input data entries in the mass storage device data). It would 
have been obvious to one of ordinary skill in the art at the time of the invention to combine the 
drug inventory management system of Michael/Cunningham with the ability to send encoded 
product data a database of Moore because it, "...provides a method for controlling and enabling 
the authentication and tracking of consumer goods to reduce the amount of counterfeit goods and 
to reduce the shipping of authentic goods to unauthorized points of final distribution..." (Moore, 
column 7, lines 14-18). 

29. Claim 17: 

Michael, as shown, discloses the following limitation: 

• a first code reader configured to read authentication codes from product packaging (see at 
least paragraph 0078, i.e. barcode reader scans barcode of pharmaceutical sample); 

Michael does not disclose the following limitation, but Cunningham as shown does: 

• an activation module configured to receive an authentication code read by said first code 
reader from product packaging prior to distribution (see at least column 10, lines 3-26, i.e. 
prescriber terminal receives product media coding from magnetic cards swiped into card 
reader), and to transmit an activation request to the system server (see at least column 10, 
lines 27-49, i.e. prescriber terminal transmits activation requests to central computing 
station), wherein said activation request comprises the authentication code read by said first 
code reader (see at least column 10, lines 27-49, i.e. product media information previously 
read into prescriber terminal is uploaded to central computing station), wherein the system 
server stores the authentication code as an active authentication code in response to the 
activation request (see at least column 10, lines 27-49, i.e. central computing station stores 
product media information in database after activation). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the code activation technique of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
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reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 

The combination of Michael/Cunningham does not disclose the following limitation, but Moore as 
shown does: 

• a system server including a first authentication module (see at least column 6, lines 21-36, 

i.e. host computer uses database to validate code); 
It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the system server 
of Moore because it allows for codes to be stored and authenticated by the manufacturer which 
provides for a more secure environment for the pharmaceutical supply chain. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael discloses the limitation of said destination information 
includes intermediate destination information and final destination information (see at least 
paragraph 0023, i.e. manufacturer ships drug samples to pharmaceutical representative who 
ships them to doctors and this is all tracked thru the automatic identification code that is marked 
on the samples). 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Moore discloses the limitation of said activation module is further 
configured to encode said activation request, and to transmit said encoded activation module to 
said system server, and wherein said system server is configured to decode said encoded 
activation request (see at least column 7, lines 14-41, i.e. packages are marked with unique 
activated code comprising encoded data which is also stored in a mass storage device, the code 



30. 



Claim 21: 



31. 



Claim 23: 
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is then scanned which decodes the pattern and allows the system to compare the encoded data 
against stored encoded data entries in the mass storage device). It would have been obvious to 
one of ordinary skill in the art at the time of the invention to combine the drug inventory 
management system of Michael/Cunningham with the encoding and decoding technique of 
Moore because it allows for, "...a system for controlling and enabling the marking and controlling 
the marking of goods, such as basic materials or articles of manufacture or packaged goods, with 
a unique mark, symbol, or pattern for subsequent detection to determine such information as the 
final point of distribution of authentic goods, the amount of unmarked goods in the market, i.e., 
counterfeit goods, the source of entry of the unmarked goods, the authenticity of the goods, the 
product distribution channels for the goods, the durability and/or lifetime of the goods, and other 
information..." (Moore, column 1, lines 18-28). 

32. Claim 24: 

Michael, as shown, discloses the following limitation: 

• applying an authentication code to product packaging (see at least paragraph 0023, i.e. 
sample is marked with automatic identification code); 

Michael does not disclose the following limitations, but Cunningham as shown does: 

• sending an activation request to a system server, wherein said activation request includes the 
read authentication code (see at least column 10, lines 3-49, i.e. code is read from magnetic 
cards and this code is downloaded from prescriber terminal to central computing station to 
validate activation); 

• activating the read authentication code in response to the activation request, comprising 
storing the read authentication code as an active authentication code at the system server 
(see at least column 10, lines 27-49, i.e. central computing station approves activation and 
stores code from activated product media in database). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the technique of sending and 
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storing activation codes of Cunningham because it makes sure the activation codes are available 
and secure when they are needed to verify packages are being shipped to their correct 
destinations. 



The combination of Michael/Cunningham does not disclose the following limitation, but Moore as 
shown does: 

• reading the authentication code from the product packaging at the origin location prior to 
distribution (see at least column 5, line 57 - column 6, line 6, i.e. at the place of origin for the 
packaging markings, a CCD camera validates that marks are appropriately printed on 
products); 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the technique of 
reading the authentication code at the origin location of Moore because it allows for codes to be 
read and stored in computer memory as they are marked on packaging at the origin location. 
This makes the shipping process more secure in that it allows for validation of the package 
location from origination to final location. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael, as shown, discloses the following limitation: 

• reading an authentication code from product packaging received at a receiving location (see 
at least paragraph 0023, i.e. automatic identification code from sample is read by scanning 
device when received from pharmaceutical company); 

Michael does not disclose the following limitations, but Cunningham as shown does: 

• sending the active authentication code to a product receiving location (see at least column 
10, lines 27-49, i.e. central computing station approves activation and sends specific approval 
code to prescriber terminal); 
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• determining whether said authentication code read at said receiving location corresponds to 
said active authentication code (see at least column 10, lines 27-49, i.e. central computing 
station determines if code downloaded from prescriber terminal is activated); 

• notifying a user of the result of said determination (see at least column 10, lines 27-49, i.e. 
central computing station notifies prescriber terminal that activation is approved). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the code activation technique of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 

34. Claim 26: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Michael, as shown, discloses the following limitation: 

• sending a verification request and said authentication code read at said receiving location to 
said system server (see at least paragraphs 0022-0023 and 0076-0080, i.e. barcode, 
including additional product information is scanned and stored in local destination database 
and then this information is sent to main inventory database), 

Michael does not disclose the following limitations, but Cunningham as shown does: 

• determining whether said authentication code read at said receiving location corresponds to 
an active authentication code stored at said system server (see at least column 10, lines 13- 
49, i.e. central computing station determines if product media is activated and notifies 
associated database that it is activated), 

• notifying the receiving location as to whether the authentication code read from product 
packaging at the receiving location corresponds to an active authentication code stored at the 
system server (see at least column 10, lines 27-49, i.e. central computing station notifies 
prescriber terminal that activation is approved). 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the activated code 
determination and notification technique of Cunningham because it gives the authentication 
computer the opportunity to determine if drugs have been shipped inadvertently, to the wrong 
destination, or that there are counterfeit products in the supply chain thus creating a more secure 
overall supply chain. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham discloses the limitation of expiring the active 
authentication code in response to determining that the authentication code read at the receiving 
location corresponds to the active authentication code (see at least column 3, line 54 - column 4, 
line 3, i.e. product media are given a number of validations which expire once the validations are 
exhausted or the product media are unique for each pharmaceutical used and would expire with 
the prescription of each unique product), wherein expiring comprises storing the active 
authentication code at the system server as an expired authentication code (see at least column 
11, line 61 - column 12, line 9, i.e. the central computing station stores a full record of all 
transactions including activations, validations and when pharmaceuticals have been expired and 
need to be replenished). It would have been obvious to one of ordinary skill in the art at the time 
of the invention to combine the drug inventory management system of Michael with the code 
expiring technique of Cunningham because it makes sure that the unique codes assigned to 
specific packages cannot be duplicated in the supply chain thus creating a more secure overall 
supply chain. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham discloses the limitation of said activation request 



35. 



Claim 27: 



36. 



Claim 28: 
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includes destination information for the product (see at least column 6, lines 16-25, i.e. encoded 
information includes a pharmacy location identifier), and wherein activating further comprises 
storing said destination information in connection with said active authentication code (see at 
least column 10, lines 27-49, i.e. once product media is activated the central computing station 
stores the identity of the prescriber in the database). It would have been obvious to one of 
ordinary skill in the art at the time of the invention to combine the drug inventory management 
system of Michael with the identification of the intended destination technique of Cunningham 
because it allows the authentication computer to determine if the product has reached its 
intended destination which makes the shipping process more secure. 

37. Claim 29: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham, as shown, discloses the following limitation: 
• said activation request includes destination information for the product (see at least column 6, 
lines 16-25, i.e. encoded information includes a pharmacy location identifier), wherein 
activating further comprises storing said destination information in connection with said active 
authentication code at said system server (see at least column 10, lines 27-49, i.e. once 
product media is activated the central computing station stores the identity of the prescriber in 
the database), 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the identification of the intended 
destination technique of Cunningham because it allows the authentication computer to determine 
if the product has reached its intended destination which makes the shipping process more 
secure. 

The combination of Michael/Cunningham does not disclose the following limitations, but Moore as 
shown does: 
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• sending said destination information to a receiving location (see at least column 1 1 , lines 43- 
56, i.e. host computer sends message to field reader which displays pertinent information 
including destination), 

• determining whether receiving location information corresponds to said destination 
information from said system server (see at least column 7, lines 34-41, i.e. encoded data is 
compared against data in mass storage device to determine if specified destination is 
correct), 

• notifying the receiving location as to whether the receiving location information corresponds 
to said destination information (see at least column 11, lines 43-56, i.e. host computer sends 
message to field reader which displays pertinent information including destination and signals 
if package is counterfeit or has been received at wrong point of final distribution). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the destination 
determination and notification technique of Moore because it affords the system the opportunity to 
determine if drugs have been shipped inadvertently, to the wrong destination, or that there are 
counterfeit products in the supply chain thus creating a more secure overall supply chain. 

38. Claim 30: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Moore discloses the limitation of encoding said activation 
request, sending said encoded activation request to said system server, and decoding said 
encoded activation request at said server prior to said activating (see at least column 7, lines 14- 
41, i.e. packages are marked with unique activated code comprising encoded data which is also 
stored in a mass storage device, the code is then scanned which decodes the pattern and allows 
the system to compare the encoded data against stored encoded data entries in the mass 
storage device). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to combine the drug inventory management system of Michael/Cunningham with the 
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encoding and decoding technique of Moore because it allows for, "...a system for controlling and 
enabling the marking and controlling the marking of goods, such as basic materials or articles of 
manufacture or packaged goods, with a unique mark, symbol, or pattern for subsequent detection 
to determine such information as the final point of distribution of authentic goods, the amount of 
unmarked goods in the market, i.e., counterfeit goods, the source of entry of the unmarked 
goods, the authenticity of the goods, the product distribution channels for the goods, the durability 
and/or lifetime of the goods, and other information..." (Moore, column 1, lines 18-28). 

39. Claim 31: 

Michael, as shown, discloses the following limitation: 

• reading an authentication code from product packaging received at a receiving location (see 
at least paragraph 0078, i.e. barcode on sample is read by reader when shipped to 
pharmaceutical representative); 

• sending a verification request and said authentication code read at said receiving location to 
said system server (see at least paragraphs 0022-0023 and 0076-0080, i.e. barcode, 
including additional product information is scanned and stored in local destination database 
and then this information is sent to main inventory database for verifications- 
Michael does not disclose the following limitations, but Cunningham as shown does: 

• sending an activation request, said read authentication code, and product destination 
information to a system server (see at least column 6, lines 16-25 and 10, lines 27-49, i.e. 
destination and other encoded information is sent to central computing station to request 
activation of product media); 

• activating said read authentication code in response to said activation request, comprising 
storing said read authentication code as an active authentication code and said product 
destination information at said system server (see at least column 6, lines 16-25 and 10, lines 
27-49, i.e. product media including destination and other encoded information is activated by 
central computing station which stores this information in associated database); 
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• verifying said authentication request, comprising comparing said authentication code read 
from product packaging at said receiving location to active authentication codes stored at the 
system server (see at least column 10, lines 3-49, i.e. product media coding is read, validated 
by the prescriber terminal, the coding is uploaded to central computing station and activated 
once coding is compared to data in database); 

• notifying said receiving location whether said authentication request was verified, comprising 
indicating whether said authentication code read from product packaging at said receiving 
location corresponds to said active authentication code (see at least column 10, lines 3-49, 
i.e. central computing station notifies prescriber of activation once data is compared in 
database); 

• expiring said active authentication code by storing said active authentication code at said 
system server as an expired authentication code (see at least column 3, line 54 - column 4, 
line 3, i.e. product media are given a number of validations which expire once the validations 
are exhausted or the product media are unique for each pharmaceutical used and would 
expire with the prescription of each unique product). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the code activation technique of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 

The combination of Michael/Cunningham does not disclose the following limitation, but Moore as 
shown does: 

• reading an authentication code from a product packaging at said origin location prior to 
distribution (see at least column 5, line 57 - column 6, line 6, i.e. at the place of origin for the 
packaging markings, a CCD camera validates that marks are appropriately printed on 
products); 
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It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the technique of 
reading the authentication code at the origin location of Moore because it allows for codes to be 
read and stored in computer memory as they are marked on packaging at the origin location. 
This makes the shipping process more secure in that it allows for validation of the package 
location from origination to final location. 



The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. Furthermore, Cunningham, as shown, discloses the following limitation: 
• said activation request further comprises destination information (see at least column 6, lines 
16-25 and 10, lines 27-49, i.e. product media including destination and other encoded 
information is scanned at prescriber terminal which sends activation request to central 
computing station), 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael with the destination information of 
Cunningham because it allows, "...prescription drugs to be tracked such that appropriate 
reporting may be performed about the dispensation of prescription drugs..." (Cunningham, 
column 2, lines 57-59). 



The combination of Michael/Cunningham does not disclose the following limitations, but Moore as 
shown does: 

• said method further comprises storing said destination information at said system server (see 
at least column 8, lines 23-44, i.e. system allows for entering and storing a unique destination 
identifier into a CPU), 

• said verification request further comprises receiving location information (see at least column 
1 1 , lines 43-56, i.e. host computer receives location information from field reader), 
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• said verifying said authentication request further comprises comparing said receiving location 
information to said destination information (see at least column 7, lines 14-41, i.e. method 
compares encoded data read from scanning to encoded data stored to mass storage device 
to determine if goods are authentic and if specified destination is correct), 

• said notifying said receiving location further comprises indicating whether said receiving 
location information corresponds to said destination information stored at said server (see at 
least column 7, lines 14-41, i.e. method compares encoded data read from scanning to 
encoded data stored to mass storage device to determine if goods are authentic and if 
specified destination is correct). 

It would have been obvious to one of ordinary skill in the art at the time of the invention to 
combine the drug inventory management system of Michael/Cunningham with the unique 
authentication code of Moore because it allows for, "...a system for controlling and enabling the 
marking and controlling the marking of goods, such as basic materials or articles of manufacture 
or packaged goods, with a unique mark, symbol, or pattern for subsequent detection to determine 
such information as the final point of distribution of authentic goods, the amount of unmarked 
goods in the market, i.e., counterfeit goods, the source of entry of the unmarked goods, the 
authenticity of the goods, the product distribution channels for the goods, the durability and/or 
lifetime of the goods, and other information..." (Moore, column 1, lines 18-28). 

41. Claims 18-20 and 22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Michael, et 
al. (US 2003/0088442 A1) in view of Cunningham (US 6,859,780 B1) in further view of Moore 
(US 6,456,729 B1) in further view of Official Notice. 

42. Claim 18: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. The combination of Michael/Cunningham/Moore fails to explicitly disclose at 
least a second code reader configured to read authentication codes from product packaging, and 
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a second authentication module, configured to receive an authentication code read by said 
second code reader from product packaging and active authentication codes from said system 
server, and configured to determine whether said authentication code read by said second code 
reader corresponds to said active authentication code received from said system server, and to 
notify a user of said second code reader as to whether the authentication code read by said 
second code reader corresponds to said active authentication code. However, the examiner 
takes Official Notice that is old and well known in the art to have at least a second pharmaceutical 
tracking system in place when you already have a first one. For instance, in at least column 5, 
lines 41-56, Moore discloses that a system could comprise more than one computer or server, 
more than one marking system, more than one scanner or reader. Therefore, it would have been 
obvious to one of ordinary skill in the art to combine the drug inventory management system of 
Michael/Cunningham/Moore with the ability to have at least a second such system in place. The 
reason to combine a second drug inventory management system with the first would be because 
the manufacturer is shipping pharmaceuticals to multiple locations. Additionally, some of those 
multiple locations are just intermediate shipping points for the pharmaceutical products on their 
way to final destinations. This combination provides a predictable result because it is well known 
to have multiple tracking systems for authenticating multiple packages shipped to multiple 
destinations. 

43. Claim 19: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. The combination of Michael/Cunningham/Moore fails to explicitly disclose said 
second authentication module is further configured to transmit a verification request and said 
authentication code read by said second code reader to said system server, wherein said first 
authentication module is further configured to determine whether said authentication code 
received with said authentication request corresponds to an active authentication code stored at 
said system server, and wherein the first authentication module is configured to notify said 
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second authentication module as to whether said authentication code received with said 
verification request corresponds to an active authentication code. However, the examiner takes 
Official Notice that is old and well known in the art to have at least a second pharmaceutical 
tracking system in place when you already have a first one. For instance, in at least column 5, 
lines 41-56, Moore discloses that a system could comprise more than one computer or server, 
more than one marking system, more than one scanner or reader. Therefore, it would have been 
obvious to one of ordinary skill in the art to combine the drug inventory management system of 
Michael/Cunningham/Moore with the ability to have at least a second such system in place. The 
reason to combine a second drug inventory management system with the first would be because 
the manufacturer is shipping pharmaceuticals to multiple locations. Additionally, some of those 
multiple locations are just intermediate shipping points for the pharmaceutical products on their 
way to final destinations. This combination provides a predictable result because it is well known 
to have multiple tracking systems for authenticating multiple packages shipped to multiple 
destinations. 

44. Claim 20: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. The combination of Michael/Cunningham/Moore fails to explicitly disclose said 
activation request includes destination information for the product, said destination information is 
stored at the system server in connection with the active authentication code, said second 
authentication module is configured to receive said destination information from said system 
server with said active authentication code, and said second authentication module is further 
configured to determine whether information at said second code reader corresponds to said 
destination information received from said system server. However, the examiner takes Official 
Notice that is old and well known in the art to have at least a second pharmaceutical tracking 
system in place when you already have a first one. For instance, in at least column 5, lines 41- 
56, Moore discloses that a system could comprise more than one computer or server, more than 
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one marking system, more than one scanner or reader. Therefore, it would have been obvious to 
one of ordinary skill in the art to combine the drug inventory management system of 
Michael/Cunningham/Moore with the ability to have at least a second such system in place. The 
reason to combine a second drug inventory management system with the first would be because 
the manufacturer is shipping pharmaceuticals to multiple locations. Additionally, some of those 
multiple locations are just intermediate shipping points for the pharmaceutical products on their 
way to final destinations. This combination provides a predictable result because it is well known 
to have multiple tracking systems for authenticating multiple packages shipped to multiple 
destinations. 



45. Claim 22: 

The combination of Michael/Cunningham/Moore discloses the limitations as shown in the 
rejections above. The combination of Michael/Cunningham/Moore fails to explicitly disclose said 
first authentication module is configured to store said previously active authentication code as an 
expired authentication code when said second authentication module determines that said 
authentication module read by said second code reader corresponds to said active authentication 
module. However, the examiner takes Official Notice that is old and well known in the art to have 
at least a second pharmaceutical tracking system in place when you already have a first one. For 
instance, in at least column 5, lines 41-56, Moore discloses that a system could comprise more 
than one computer or server, more than one marking system, more than one scanner or reader. 
Therefore, it would have been obvious to one of ordinary skill in the art to combine the drug 
inventory management system of Michael/Cunningham/Moore with the ability to have at least a 
second such system in place. The reason to combine a second drug inventory management 
system with the first would be because the manufacturer is shipping pharmaceuticals to multiple 
locations. Additionally, some of those multiple locations are just intermediate shipping points for 
the pharmaceutical products on their way to final destinations. This combination provides a 
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predictable result because it is well known to have multiple tracking systems for authenticating 
multiple packages shipped to multiple destinations. 

Conclusion 

This prior art made of record and not relied upon is considered pertinent to applicant's disclosure: 

• Starch, etal. (US 5,548,1 10 A) 
. Colella, etal. (US 6,003,006 A) 
. Brook, etal. (US 6,170, 746 B1) 

• Browne (US 2003/0216974 A1) 

• "Using Covert Codes to Mark Healthcare Packages", Pharmaceutical and Medical Packaging 
News, Daphne Allen, page 24, October 1999 

• "Raising the Bar: The Future of Bar Codes", Pharmaceutical and Medical Packaging News, 
Ralph Dillon, et al., page 59, March 2001 

Any inquiry of a general nature or relating to the status of this application or concerning this 
communication or earlier communications from the Examiner should be directed to JOSEPH 
BURGESS whose telephone number is (571)270-5547. The Examiner can normally be reached on 
Monday-Friday, 9:30am-5:00pm. If attempts to reach the examiner by telephone are unsuccessful, 
the Examiner's supervisor, JAMES REAGAN can be reached at (571)272-6710. 

Information regarding the status of an application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for published applications may be obtained 
from either Private PAIR or Public PAIR. Status information for unpublished applications is available 
through Private PAIR only. For more information about the PAIR system, see 
http ://po rta I . us pto . qov/exte rna l/porta l/pa i r . Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at (866)217-9197 (toll-free). 
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Any response to this action should be mailed to: 

Commissioner of Patents and Trademarks 
Washington, D.C. 20231 

or faxed to 571-273-8300. Hand delivered responses should be brought to the United States Patent 
and Trademark Office Customer Service Window: 

Randolph Building 
401 Dulany Street 
Alexandria, VA 22314. 
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